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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS. 
WHICHEVER IS LONGER. FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )n Responsive to conrimunication(s) filed on . 

2a)n This action is FINAL. 2b)EI This action is non-final. 

3) n Since this application is in condition for allowance except for formal nnatters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) [E1 Claim(s) 1:6 is/are pending in the application, 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) [EI Claim(s) 1^ is/are rejected. 

Claim(s) is/are objected to. 

8) D Claim{s) are subject to restriction and/or election requirement. 

Application Papers 

9) [3 The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 ,121 (d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

1 2)K Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
aM All b)n Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17,2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 



Claim Rejections - 35 USC§ 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-6 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the invention. 

The claims are generally narrative and indefinite, failing to confi)rm with current U.S. practice. 
They appear to be a literal translation into English firom a foreign document and are replete with 
grammatical and idiomatic errors, many of which prevent an accurate assessment of the invention. 

Claim 1: 

* The phrase "quickly soluble" is a relative term which renders the claim indefinite. The term 
"quickly" is not defined by the claim, the specification does not provide a standard for ascertaining the 
requisite degree, and one of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. 

* A broad range or limitation together with a narrow range or limitation that falls within the 
broad range or limitation (in the same claim) is considered indefinite, since the resulting claim does not 
clearly set forth the metes and bounds of the patent protection desired. See MPEP § 2173.05(c). Note the 
explanation given by the Board of Patent Appeals and Interferences in Ex parte Wu, 10 USPQ2d 2031, 
2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is followed by "such as" and then narrow 
language. The Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the remainder of the claim, 
and therefore not required, or (b) a required feature of the claims. Note also, for example, the decisions of 
Ex parte Steigewald, 131 USPQ 74 (Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and£jc 
parte Hasche, 86 USPQ 481 (Bd. App. 1949). In the present instance, claim 1 recites the nested phrasing 
of "consisting of. . . comprising at least one. . . chosen fi-om the group"; the metes and bounds of the 
claimed invention are unclear. 
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• The phrase "consisting of a solid support comprising at least one substance chosen from the 
group formed from at least one starch of low molecular weight and high amylopectin content and from at 
least one cellulose compatible with said starch" is indefinite. The metes and bounds of what is included 
and excluded from the claim are unclear. Due to the wording of this phrase, the possible recited choices 
of which components are to form the solid support, are confusing. It is unclear if this is to read as: 

• "comprising at least one substance chosen from the group formed from (a) at least one starch 
of low molecular weight and (b) high amylopectin content and (c) from at least one cellulose 
compatible with said starch". 

or 

• "comprising at least one substance chosen from the group formed from (a) at least one starch 
[which has a] ef low molecular weight and [a] high amylopectin content and (b) from at least 
one cellulose compatible with said starch". 

• or some other intended recitation. 

Further, the recited format does not comply with accepted U.S. Patent practice with regard to the 
recitation of Markush grouping of claim elements. Phrases using "comprising" should recite elements in 
the alternative (i.e. "A, B, C or D"), whereas closed sets ("consisting of) should recite elements as 
"selected from the group consisting of A, B, C and D." 

Still further, the phrase "chosen from the group formed from" is indefinite and confusing. It is 
unclear if the recited compounds are to be utilized, or if some unnamed compounds, which are eventually 
"formed from" the recited compounds, are utilized. ^ 

• The phrase "at least one cellulose compatible with said starch" is indefinite for the following 

reasons: 

• It is unclear as to which cellulose compounds would, or would not be, encompassed by 
the claim, such that they would be "compatible" with the starch. 

• The term "compatible" is not defined by the claim, the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably apprised of the scope of the invention. 

• As the starch appears to be an option opposite to the cellulose, they would not 
(necessarily) exist together in the instantly-claimed film; therefore, it is unclear as to 
why and how the cellulose should be "compatible with the starch." 
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• The phrase "of the type commonly used for milk treatment" is indefinite for the following 

reasons: 

• The term "type" does not clearly set forth the metes and bounds of the claimed invention; 
it is unclear as to what species would be included or excluded by this phrase. 

• The term "conunonly used" is indefinite, as this is a relative term, dependent upon what 
one might consider "common", and who is to determine such, 

• The phrase "milk treatment" is indefinite, as the method of "treatment" is not set forth. It 
is unclear if this is intended to involve treating milk to avoid contamination, or treating 
milk to remove lactose, or treating milk to produce a dairy product such as cheese or 
yoghurt. 

Claim 2: 

The phrase "said bacteria or enzymes consist of probiotic, prebiotic and/or symbiotic lactic acid 
cultures" is indefinite for the following reasons: 

• Regarding the phrase "probiotic, prebiotic and/or symbiotic lactic acid cultures", it is unclear 
if this is intended to indicate "probiotic lactic acid cultures, prebiotic lactic acid cultures 
and/or symbiotic lactic acid cultures", or some other recitation. Further, the metes and 
bounds of which lactic acid bacteria would be included in each of these categories is unclear. 

• None of the recited limitations are enzymes; they are all related to bacteria. 

Claim 3: 

• The phrase "said food bacteria" lacks a clear antecedent basis within the claim, or within 
either of claims 1 or 2 from which it depends. 

• The recitation of the phrase "lactic acid bacteria, bifidobacteria, non-lactic acid bacteria 
and non-bifidobacteria" improperly broadens the scope of claim 2 fi-om which it depends. 
Claim 2 is limited to lactic acid bacteria. 

• The recitation of the phrase "lactic acid bacteria, bifidobacteria, non-lactic acid bacteria 
and non-bifidobacteria" does not provide a fiirther limitation from claim 2, because this 
phrase encompasses all possible bacteria. 
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Art Unit: i Vbi 

Claim Rejections - 35 USC§ 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes 
of this subsection of an application filed in the United States only if the international application 
designated the United States and was published under Article 21(2) of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

I) Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Zecchino et al. (US PAT 
6,497,887). 

Zecchino et al. disclose a "membrane delivery system", aka a film, comprising a freeze-dried, 
partially cross-linked polymeric gel membrane, which is gel-solid until it comes in contact with a wetting 
agent, such as water. Film-forming agents may be included, where "such film-forming agents should also 
be water-soluble", and include "cellulose derivatives, e.g. carboxymethylcellulose, 
hydroxymethylcellulose, [and] hydroxypropylcellulose" (col. 3, In. 15-27). The membrane incorporates 
active ingredients, including "enzymes having utility in or on the skin, for example, proteases, lipases, 
cerebrosidases, or melanases" (col. 5, In. 48-50). 

Regarding the recitation of the phrase "for treating milk" in the instant claims, it is noted that a 
recitation of the intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use - which, in this case, it is - then it 
meets the claim. Both proteases and lipases were "commonly used for milk treatment", such as for 
producing cheese. Thus, the claimed invention is anticipated by the prior art. 



ii) Claims 1-3 are rejected vmder 35 U.S.C. 102(e) as being anticipated by Tien et al. (WO 
02/094224). 
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Tien et al. disclose various "biocompatible carbohydrate polymers. . . designed to carry bioactive 
agents" for use in various delivery systems (abstract). The polymers generally include chitosan or 
alginate, as well as milk proteins. Page 15 states that the addition of hydrophilic excipients such as 
carboxymethyl cellulose, is possible. The paragraph spanning pages 12-13 states that these polymer 
mixtures are useful as supports for various bioactive agents, and can be formulated into different forms, 
including films. The paragraph spanning pages 1 1-12 states that the bioactive agent may include such 
things as pharmaceuticals, "probiotics (e.g. bacteria such as lactic acid bacteria), proteins, bacteriocins, 
[and] enzymes." 

Regarding the recitation of the phrase "for treating milk" in the instant claims, it is noted that a 
recitation of the intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use - which, in this case, it is - then it 
meets the claim. Lactic acid bacteria were "commonly used for milk treatment", such as for producing 
cheese. Thus, the claimed invention is anticipated by the prior art. 

iii) Claims 1 and 4 are rejected under 35 U.S.C. 102(b) as being anticipated by Sharik (US PAT 
5,206,026). 

Sharik discloses an "instantaneous delivery film" which comprises "an enzyme or medicament, 
incorporated into a delivery material which forms the film. The deUvery material is capable of rapidly 
dissolving in aqueous and saline solutions" (abstract). Column 3 describes several preferred film- 
forming polymers, including hydroxyethyl cellulose, hydroxypropyl cellulose and hydroxyalkylalkyl 
cellulose. Several proteolytic enzymes are recited at the bottom of column 3, including "papain, trypsin, 
coUagenase, subtilisin, Ficin, pepsin, lysozyme, streptokinase", etc. 

Regarding the recitation of the phrase "for treating milk" in the instant claims, it is noted that a 
recitation of the intended use of the claimed invention must result in a structural difference between the 
claimed invention and the prior art in order to patentably distinguish the claimed invention from the prior 
art. If the prior art structure is capable of performing the intended use - which, in this case, it is - then it 
meets the claim. The recited enzymes pepsin and papain were both "commonly used for milk treatment", 
such as for producing cheese (for milk protein coagulation), or for reducing allergen proteins contained in 
milk. Thus, the claimed invention is anticipated by the prior art. 
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Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Tien et al., in view of 

Sharik. 

Both references are taken as cited above. 

It would have been obvious to one of ordinary skill in the art to have utilized either hydroxyethyl 
cellulose or hydroxypropyl cellulose for the polymer mixtures useful as supports for various bioactive 
agents within the biocompatible carbohydrate polymer delivery system of Tien et al., which can be 
formulated into different forms, including films. Tien et al. state that the bioactive agent may include 
such things as "probiotics (e.g. bacteria such as lactic acid bacteria), proteins, bacteriocins, [and] 
enzymes," and that the addition of hydrophilic excipients such as carboxymethyl cellulose is possible; 
Sharik discloses an "instantaneous delivery film" which comprises a proteolytic enzyme and is made from 
materials such as hydroxyethyl cellulose or hydroxypropyl cellulose to form the solid support. Given the 
fact that both references are directed toward the same principle, namely the formation of a solid support in 
the form of a film, comprising a bioactive agent such as enzymes or lactic acid bacteria, it would not have 
involved an inventive step for one of ordinary skill in the art to have utilized hydroxyethyl cellulose 
within the system of Tien et al. Alternatively, Tien et al. provided ample motivation and expectation of 
success to one of ordinary skill in the art to utilize lactic acid bacteria within an instantaneous delivery 
film system such as that disclosed by Sharik. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees, A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
fi"om the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In 
re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or 
claims an invention made as a result of activities undertaken witiiin the scope of a joint research 
agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

Claims 1-6 are provisionally rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1-6 of copending Application No. 10/673,178. Although the 
conflicting claims are not identical, they are not patentably distinct from each other because the instant 
claims, drawn to a film product comprising a cellulose or low MW starch, and an enzyme or bacterium 
such as lactic acid bacteria, are fully encompassed by the copending claims which also recite a film which 
can contain the starch and cellulose and lactic acid bacteria. 

This is a provisional obviousness-type double patenting rejection because the conflicting claims 
have not in fact been patented. 



Conclusion 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Keith Hendricks whose telephone number is (571) 272-1401. The examiner can normally 
be reached on M-F (8:30am-6pm); First Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Milton Cano can be reached on (571) 272-1398. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
fi-om either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toU-fi-ee). 
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